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State of Nationality 
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1 X| the International Preliminary Examining Authority | | other: 



The International Bureau of WlPO 


Authorized officer 




34, chemin des Colombettes 


Lazar Joseph Panakal 


1211 Geneva 20, Switzerland 


Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 


Form PCT/IB/306 (March 1994) 


003805010 



PATENT COOPERATION TREATY 



From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF THE RECORDING 
OF A CHANGE 

(PCT Rule 92bis.1 and 
Administrative Instructions, Section 422) 


To: 

SCHNEDLER, Steven, C. 
Carter & Schnedler, P.A. 
Suite 101 

56 Central Avenue 
P.O. Box 2985 
Asheville, NC 28802 
ETATS-UNIS D AMERIQUE 


Date of mailing (day/month/year) 
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IMPORTANT NOTIFICATION 


International application No. 
PCT/USOO/08354 


International filing date (day/month/year) 

30 March 2000 (30.03.00) 



1. The following indications appeared on record concerning: 
I I the applicant | | the inventor 



the agent | | the common representative 
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r7*TT>rf.ui7n A r^r^xT ^ Notificatioa of Transmittal of Intematicmal 
FOR FURTHER ACnow Preliminary Examination Report (Form PCT/IPEA/416) 



International application No. 
PCT/USOO/08354 



International filing date (day/month/year) 
30 March 2000 (30.03.2000) 



Priority date (day/month/year) 
31 March 1999 (31.03.1999) 



International Patent Classification (IPC) or national classification and IPC 
IPC(7): A61M 11/00 and US CI.: 128/200,18 



Applicant 

Shofiier Engineering Associates, Inc. 



1 . This intematioiial preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total 



of^^^ 



sheets, including this cover sheet. 



I \ This report is also accompanied by ANNEXES, i.e.. sheets of the description, claims and/or drawings 
which have been amended and are the basis for this report and/or sheets containing rectifications made 
before this Authority (see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of s heets. 



3. This report contains indications relating to the following items: 



I LXJ Basis of the report 
II n Priority 

I I Non-estabhshment of report with regard to novelty, inventive step and industrial applicability 



III 



IV Lack of unity of invention 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain docmnents cited 

VII I I Certain defects in the international application 

VIII Certain observations on the international application 



VI 



Date of submission of the demand 
31 October 2000 (31.10.2000) 



Date of completion of this report 
18 September 2001 (18.09.2001) 



Name and mailing address of the IPEAAJS 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703)305-3230 



Authorized officer 
John Weiss 
Telephone No. 703-: 
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INTERNATIONAL PRE2.IMINARY EXAMINATION REPORT 



Intemad^^ll^catiGa No. 

PCT/USOO/08354 



I. Basis f the report 



1. With regard to the elements of the intematiQiial application:* 
^ the international application as originally filed. 



DKI the description: 

pages 1-32 as originally filed 

pages NONE \, filed with the demand 

pages NONE , filed with the letter of . 

the claims: 

pages 33-41 ^ ^ originally filed 

pages NONE , as amended (together with any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE . filed with the letter of . • 

the drawings: 

pages 1-15 2^ as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of • 

I I the sequence listing part of the description: 

pages NONE ^ as originaUy filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of • 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in tiie 
language in which the international application was filed, unless otherwise indicated under this item. 
These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 

I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

I I contained in the international application in printed form. 
I I filed together with the international application in computer readable form. 
I 1 furnished subsequently to this Authority in written form. 
I I furnished subsequently to this Authority in computer readable form. 

I I The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
I I The statement that the information recorded in computer readable form is identical to the written sequence listing 

has been furnished. 

4. I I The amendments have resulted in the cancellation of 

I I the description, pages NONE 
I I the claims, Nos. NONE 
I I the drawings, sheets/fig NONE 

5. I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been Jumished to the receiving Office in response to an invitation under Article 14 are referred to in 
this report as '^originally filed** and are not annexed to this report since they do not contain amendments (Rules 70.16 and 70.17). 
*♦ Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Rule 66.2(a)0i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. STATEMENT 



Novelty (N) Claims 1-14,23,28-33 : _YES 

Claims 15-22,24-27 NO 

Inventive Step (IS) Claims 1-14,23,28-33 ^YES 

Claims 15-22,24-27 NO 

Industrial Applicability (lA) Claims 1^33 ^YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

Claims 15.16 and 18-22 lack novelty under PCT Article 33(2) as being anticipated by Harrington, et al-'258. 

Barrington discloses an aerosol generator having a metering pocket 24 holding powder, a jet 30 and a mixing chamber 25. 

Claims 15-22 and 26 lack novelty under PCT Article 33(2) as being anticipated by Newhouse, et al-'947. 

Newhouse discloses an aerosol generator having a metering pocket 52 holding powder, a jet produced by plunger 54 and piston 50 
and a mixing chamber 34. the megadose disc is shown in fig. 5. 



Claims 15.16 and 18-22 lack novelty under PCT Article 33(2) as being anticipated by Centtiry-'412. 

Century discloses an aerosol generator having a powder dose actuated by a jet manufactured by a syringe or some other pulsed air or 
compressed air. A bolus or puff of powder is produced in a mixing chamber downstream of the metering pocket. 

Claims 15,16-22 and 24-26 lack novelty under PCT Article 33(2) as being anticipated by Ambrosio, et al-'434. 

Ambrosio discloses an aerosol generator having a powder disc with a plurality of pockets of powder which are actuated by a jet to 

produce a mist of powder particles. 

Claun 27 lacks novelty under PCT Article 33(2) as being anticipated by Ingebrethsen-5388574. Ingebrethsen discloses a device 
having a liquid solution which contains a powder drug in a volatile solvent. An atomizer atomizes the solution and the droplets leave 
a bolus directed into a mixing chamber 50. 

Claims 1-14,23 and 28-33 meet the criteria set out in PCT Article 33(2)-(4), because die prior art does not teach or fairly suggest a 
system for delivery and deposition of aerosolized masses including an aerosol generator, an upstream electro-optical mass 
concentration sensor, a gas flow sending aerosols past the sensor at a flow rate, a deposition zone, a downstream mass concentration 
sensor, a conduit sending uncollected aerosols past the second sensor at a flow rate, and a controller connected to the sensors for 
determining the net mass of collected aerosols; or an aerosol generator having the limitations of claim 16 additionally including a 
powder chamber, a sealing gland separating the powder and mixing chambers and the metering pocket includes a scoop in the tip of a 
plunger rod which passes through the powder chamber to load powder therein and then penetrates the sealing gland; or a deposition 
zone including a porous collector, an aerosol delivery mbe against an upstream side of the collector and a perforated support against a 
downstream side of the collector; or a deposition zone having an impactor plate, an impactor jet depositing aerosols against the plate, 
and an output conduit conveying fluid and aerosols not deposited on the impactor plate. 
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Filing Date 
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2. Non-written disclosures (Rule 70,9) 
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Application No PublicatLon Date 

Patent No. (day/month/year) 
None None 
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